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DETAILED ACTION 

Election/Restrictions 

Restriction to one of tlie following inventions is required under 35 U.S.C. 121: 

I. Claims 1, and 3-49, drawn to a composition comprising a film layer, 
coating and medicant, classified in class 424, subclass 485. 

II. Claim 2, drawn to a method of treating a patient that has a cough, 
classified in class 424, subclass 439. 

III. Claims 50-83, drawn to a method of manufacturing a rapidly 
dissolving thin film, classified in class 424. subclass 484. 

The inventions are distinct, each from the other because of the following reasons: 

Inventions I and II are related as product and process of use. The inventions can 
be shown to be distinct if either or both of the following can be shown: (1) the process 
for using the product as claimed can be practiced with another materially different 
product or (2) the product as claimed can be used in a materially different process of 
using that product. See MPEP § 806.05(h). In the instant case, the product can be 
used to freshen breath. 

Inventions I and III are related as process of making and product made. The 
inventions are distinct if either or both of the following can be shown: (1) that the 
process as claimed can be used to make another and materially different product or (2) 
that the product as claimed can be made by another and materially different process 
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(MPEP § 806.05(0). Iri the instant case, the product can be made without using a spray 
gun. For example, pouring a thin layer of the film on a flat bed and letting it dry. 

Inventions II and III are unrelated. Inventions are unrelated if it can be shown 
that they are not disclosed as capable of use together and they have different designs, 
modes of operation, and effects (MPEP § 802.01 and § 806.06). In the instant case, the 
different inventions have different modes of operation. Invention II claims a method of 
treating a patient that has a cough, while Invention III claims a method of making a thin 
film. Thus, these inventions have different mode of operation. 

Because these inventions are independent or distinct for the reasons given 
above and there would be a serious burden on the examiner if restriction is not required 
because the inventions have acquired a separate status in the art in view of their 
different classification, restriction for examination purposes as indicated is proper. 

This application contains claims directed to the following patentably distinct 
species: anti-inflammatory steroids, anti-inflammatory anodynes, anti-inflammatory 
enzymes, antihistamine agents, oral sterilizing agents, antibiotics, chemically 
therapeutic agents, cardiac strengthening agents, blood vein dilating agents, local 
narcotic agents, cough curing agents, sore throat and mouth treatment agents, 
periodontal disease treatment agents, digesting organ curing agents, anti-diabetic 
agents, other enzymes, blood pressure depressing agents, tranquilizers, styptic agents, 
sexual hormones, and agents for curing virulent carcinoma or ulcers, a sore throat 
treatment agent, benzocaine and menthol. 
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The species are independent or distinct because these medicant has different 
design and function to treat specific ailments. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claims 7-9, 32-34, 39-41, 45-48, 58-64, and 76- 
78 are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

This application contains claims directed to the following patentably distinct 
species: carrageenan, gelatin alginates, pullulan, PVP, cyclodextrin, calcium, or fibers. 

The species are independent or distinct because auxiliary dissolution control 
compositions have different design and functions. 
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Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claim 1 1 is generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

This application contains claims directed to the following patentably distinct 
species: carboxymethylcellulose, pectin, modified starches, gelatin, or carrageenan. 

The species are independent or distinct because these absorption compositions 
have different designs and functions. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claim 13 is generic. 
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Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 

m 

of claims to additional species which depend from or otherwise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1.141. If claims are added after 

« 

the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

This application contains claims directed to the following patentably distinct 
species: ethyl cellulose, cellulose acetate and butyl cellulose, shellac, or fatty acids 
including stearic acid and palmitic acid. 

The species are independent or distinct because these adhesives have different 
designs and functions. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claim 15 is generic. 

Applicant is advised that a reply to this requirenhent must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
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is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or othenA^ise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

This application contains claims directed to the following patentably distinct 
species: carboxymethylcellulose, polyvinyl alcohol, polyvinyl pyrrolidone, 
sodiumalginate, methylcellulose, hydroxyl propyl cellulose, hydroxypropylmethyl 
cellulose, polyethylene glycols, carbopol, polycarbophil, carboxyvinyl copolymers, 
propylene glycol alginate, alginic acid, methyl methacrylate copolymers, tragacanth 
gum, guar gum, karaya gum, ethylene vinyl cetate, dimenthylpolysiloxanes, 
polyoxyalkylene block copolymers or hydroxyethylmethacrylate copolymer 

The species are independent or distinct because these mucosal adherents have 
different designs and functions. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claim 17 is generic. 

Applicant is advised that a reply to this requirement must include ah identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
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readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 

■ 

of an allowable generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

This application contains claims directed to the following patentably distinct 
species: lipid, wax or polyol. 

The species are independent or distinct because these flow agents have different 

designs and functions. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claims 19 and 57 are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 
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Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or othen/vise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

This application contains claims directed to the following patentably distinct 
species: avicel, sugar alcohols including manitol, sorbitol, xylitol and isomalt, lactic 
sugar, sorbitol dextrin, starch, anhydrous calcium phosphate, calcium carbonate, 
magnesium trisilicate, silica or amylase. 

The species are independent or distinct because these bulking agents have 
different designs and functions. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claim 21 is generic. 

Applicant is advised that a reply to this requirement must include an identification 

■ 

of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or othenA/ise require all the limitations 
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of an allowable generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

This application contains claims directed to the following patentably distinct 
species: pulluian, modified starch, pectin, carageenan, a maltrodextrin or alginate, 
hydroxypropyl cellulose, methyl cellulose, hydroxypropyl alkylcellulose, carboxymethyl 
cellulose or the salt of carboxymethylcellulose. 

The species are independent or distinct because these polymers have different 
designs and functions. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claims 35-37 are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

« 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or othenA^ise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1.141. If claims are added after 
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the election, applicant must indicate which are readable upon the elected species. 

« 

MPEP § 809.02(a). 

t 

Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species or invention to be examined even though the 
requirement be traversed (37 CFR 1.143) and (ii) identification of the claims 
encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
reserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors jn the restriction requirement, the 
election shall be treated as an election without traverse. 

Should applicant traverse on the ground that the inventions or species are not 
patentably distinct, applicant should submit evidence or identify such evidence now of 
record showing the inventions or species to be obvious variants or clearly admit on the 
record that this is the case. In either instance, if the examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a rejection 
under 35 U.S.C. 103(a) of the other invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended In compliance with 37 CFR 1.48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
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remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1.1 7(i). 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jake M. Vu whose telephone number is (571) 272-8148. 
The examiner can normally be reached on Mon-Fri 8:30AM-5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on (571) 272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Telephonic Inquiries 



Jake M. Vu. PharmD, JD 
Art Unit 1618 




MICHAEL G.rtMTtfV 
SUPERVISORY PATENT EX^^M1NER 



